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AMENDMENTS 

In the Claims: 

1. (Previously Amended) A method for testing the allergenidty of a heterol^^ 
protein produced by a plant that has been genetically modified to produce liie protein, 

compiisiog the steps of: 

(a) sensitizing a newborn dog &om an atopic dog colony with a first extract prq[^^ 

fiom tissue of the genedcally modified plant and containing a mixture of plant proteins and the 
heterologous protein, by a^jplying the first extract to the sEn of the newbom dog, 

(b) after a period sufScient to allow the dog to establish an i nnnune response to tfie first 
extract, challenging the dog with the first extract, 

(c) observing the degree of a first allergic response provoked, 

and if a detectable allergic response is observed, further performing the steps of: 

(d) challengmg the dog with a second plant extract containing substantially the same 
proteins as the first extract but lackmg the heterologous protein, where the challenging is carried 
out in the same manner as the challenging with the first extract in step (b), 

(e) observing the degree of a second allergic rraponse provoked by the second extract, 

(f) comparing the degree of the first allergic response observed with the degree of the 
second allergic response, and 

(g) if the degree of the first allergic response is greater than the degree of the second 
allergic response, identifying the heterologous protein as a potential all^gen in humans. 

2. (Previously Amended) The method of claim 1 , wherein said challenging and 
observing steps are selected fiom the group consisting of: 

(a) applying the first and the second extract to a skin region of the dog and observing a 
local wheal reaction at the application site as the allergic response (skin test); 

2 Serial No. 09/776.454 

Docket No, 416272001500 
Client Rfifcrejice B99-C64-1 

Received from < 41S 2687522 > at 7/21/03 6:29:37 PM [Eastern Daylight Time] 



JUL. 21. 2003 3:34PM MOFO 28TH FL 



NO. 096 P. 5 



(b) feeding fhe first and the second extract to the dog, and observing gastramtestinal 
upset as the allergic response (feeding test); 

(c) injecting the first and the second extract directly with the wall of the stomach of the 
dog and observing a local wheal reaction at the application site as the allergic response 
(gastroendoscopy test); 

(d) admitiistedng the first and the second extract by inhalation to the dog^ and observing 
bronchial constriction as the allergic response (inhalation test); and 

(e) applyuig the first and the second extract with a patch inmiobilized on the stdn and 
observing inflammation at the site of application (transdennal patch test)» 

3. previously Amended) Themethodof Claim 1, wherein the second extract is 
obtained fiom a genetically modified plant 

4. (Previously Amended) The method ofclaiin3»wheiem the plant is a crop plant 
selected fi?orm &e gror^ consisting of com, barley, wheat, rice^ peannt» sotghtun^ millet, spelt, 
and soy. 

5. Canceled, 

6. (Previously Amended) The natetbodofclahnl, wherein substantially no allergic 
reaction is observed in steps (c) and (e)» 

7. (Previously Amended) The method of claim 1, wherein said first or second 
extract is prepared by forming a tissue powder and extracting the powder with a selected extract 
medium. 
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8. (Previously Amended) The method of claim 1, wherein the idettdficati^ 
potential allergen in step (g)» further comprises the steps of: 

(h) challenging the dog with the heterologous protein in purified fonn, and 

(i) observing the degree of allergic response provoked. 

9. Canceled. 

10. Obviously Amended) The method of claim 8» wherein the heterologous protein 
in purified form is obtained fiom a transgenic plant 

11. Canceled. 

1 2. (Currently Amended) The method of claim 1 , wherein the degree of allergic 
response observed in step (c), compared with that observed in step (e) is mdicative of the de^ee 
of allergenicity expected in humans* * 

Claims 13-21 have been withdrawn. 

22. (Previously Amended) A method for testing the allergenicity of a heterologous 
protein produced by a plant ibst has been genetically modified to produce the protein* 
comprising the steps of: 

(a) sensitizing a newbom dog &om an atopic dog colony with a first extract prepared 
fiom tissue of the genetically modified plant and containing a mixture of plant pmteins and the 
heterologous protein, by injecting the first extract into the newborn dog^ 

(b) after a period sufScient to aUow the dog to establish an immune respoii^ 
extract, challenging the dog witti the first extract, 
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(c) observing the degree ofallergic response provoked, 

and if a detectable allergic response is observed, further perfi^inning the steps of: 

(d) challenging the dog with a second plant extract containing substantially the same 
proteins a& the first extract but lacking the heterologous protein, where the challenging is carried 
out in the same manner as the cballeuging with the first extract in step (b)» 

(e) observing the degree of a second allergic response provoked by the second extract, 

(f) comparing the degree of the first aUergic response observed with the degree of the 
second allergic response, and 

(g) if the degree of die first allergic re^onse is greater than the degree of the second 
allergic response, identi^ing the heterologous protein as a potential allergen in humans. 

. 23. (Previously Amended) The method ofclaim 22, wherein said challengiAg and 
observing steps are selected ftom the group consisting of: 

(a) flying &e first and the second extract to a skin region of the dog and observing a 
local wheal reaction at the application site as the allergic r^ponse (skin test); 

(b) feedii3s the first and the second extract to the dog, and observing gastrointestinal 
upset as the allergic response (feeding test); 

(c) injecting the first and the second extract directly with the wall of the stomach of the 
dog and observing a local wheal reaction at the application site as the allergic response 
(gastroendoscopy test): 

(d) admiiusteringthefirst and the second extract by inhalation to the dog, and obse^^ 
bronchial constriction as the allergic response (InhalatLontest); and 

(e) applying the first and the second retract with a patch immobilized on the skin and 
observing inflammation at the site of application (transdermal patch test). 
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24. (Previously Amende^ The method of claim 23> wherein the second extract is 
obtained &om a genetically modified plant. 

25. (Previously Added) The method of clahn 24» wherein the plant is a crop plant 
selected from the gipup consisting of com, barley, wheats rice, peanut, sorghum, millet^ spelt, 
and soy. 

26. Cancel^. 



27. (Previously Amended) The method ofckim 23, wherein substantiaUy no aUer^ 
reaction is observed in steps (c) and (e). 

28. (Previously Added) The method of claim 23, wherein said first or second extract 
is prepared by forming a tissue powder and extracting the powder with a selected extract 
medium. 

29. (Previously Amended) Themetfaodofclaim23, wherein the identification of a 
potential allergen in step (g), further compiiscs the steps of. 

(h) challenging Hhe dog with the heterologous protein in purified &mxu and 

(i) observing the degree of allergic response provoked. 

30. (Previously Amended) The method of claim 29, wherein the heterologous protein 
in purified form is obtained fiom a transgenic plant. 
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3 1 . (Previously Amended) The method of claim 23, wharein the degree of allergic 
response observed in step (c)» compared with that observed in step (e) is indicative of the degree 
of allergenicity expected in humans. 

32. (Previously Amended) A method for testing the allergenicity of a heterologous 
protein produced by a plant that has been genetically modified to produce the protein, 
comprismg the steps of: 

(a) sensitizing a newborn dog from an atopic dog colony with a £brst extract prepared 
from tissue of the genetically modified plant and containing a mixture of plant proteins and the 
heterologous protein, by ieedii^ the first extract to the newbom dog, 

(b) after a penodsufEident to aUow the dog to estabhsh an immune response to ^ 
extract^ challenging the dog with the first extract, 

(c) observing the degree ofallergic response provoked, 

and if a detectable allergic response is observ^ fiutho: per&rming the steps of: 

(d) challenging the dog with a second plant extract containing substantially the same 
proteins as the first extract but locking the heterologous protein, where the challenging is carried 
out in the same manner as the challenging with the first extract in step (b), 

(e) observing the degree of a second allergic response provoked by the second extract, 

(f) compaiing the degree of the first allergic response observed with the degree of the 
second allergic response, and 

(g) if the degree of the first allergic response is greater than the degree of the second 
allergic response, identifying the heterologous protein as a potential allergen in humans, 

33. ^^reviously Amended) The method of claim 32, wherein said challenging and 
observing steps are selected firom the group consisdng of: 
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(a) applyiiig the first and the second extract t a skin region of&e dog and observing a 
local wheal reaction at the application site as the aller^c response (skin test); 

(b) feeding the first and the second extract to the dog, and observing gastrointestinal 
vapset as the allergic response (feeding test); 

(c) injecting the first and the second extract directly with the wall of the stomach of the 
dog and observing a local wheal reaction at the application site as the allergic response 
(gastroendoscopy test); 

(d) administ^g the first aini the second extract by inhalation to the dog» and observing 
. bronchial con^ction as tho aUergic response (in^ 

(e) applying the first and the second extract with a patch inmtobilized on th^ 
observing inflammation at the site of application (transdeimal patch test). 

34. (Previously Amended) The method of claim 32, wherein the second extract is 
obtained &om a genetically modified plant 

35. (Previously Added) The method ofclaim34» wherein the plant is a crop plant 
selected from the group ccmsisting of cam, barley, wheat, rice, peanut, sor^ium, miUet, spelt, 
and soy. 

36, Canceled 

37, (Previously Amended) The mettiodofdaim 32, wherein substantially no allergic 
reaction is observed in steps (c) and (e). 
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38. (Previously Added) The method of claim 32^ wherein said first r second extract 
is prepared by forming a tissue powder and extracting the powder with a selected extract 
medium. 

39. (Previously Amended) The method of claim 32, wherein the identification of a 
potential allergen in step (g), farther comprises the steps of: 

(h) challenging flie dog with the heterologous protein in purified fomi, and 
(1) observing the degree of allergic response provoked. 

40- (Previously Amended) Themethodof claim 39, wherein flieheteK^ogous protein 
in purified fbmi is obtained fiom a transgenic plant. 

• 41. (Previously Amended) The method of claim 32^ wh^ein the degree of dlergic 
response observed in step (c), compared with that observed in step (e) is indicative of the degree 
of allergenicity expect^ in humans. 
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